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-- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 . 1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )^ Responsive to communication(s) filed on 29 July 2002 . 
2a)D This action is FINAL. 2b)K This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quay/e, 1935 CD. 11,453 O.G. 213. 
Disposition of Claims 

4) ^ Claim(s) 1-23 is/are pending in the application. 

4a) Of the above claim(s) 8-14 and 21-23 is/are withdrawn from consideration. 

5) n Claim(s) is/are allowed. 

6) S Claim{s) 1-7 and 15-20 is/are rejected. 
?)□ Claim{s) is/are objected to. 

8) 0 Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)[[]^The drawing(s) filed on ^IjjbO is/are: a)Ci3^ccepted or b)^ objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
1 1 )□ The proposed drawing correction filed on is: a)D approved b)\Z\ disapproved by the Examiner. 

If approved, corrected drawings are required In reply to this Office action. 

12) 0 The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§119 and 120 

13) ^ Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 

a)nAII b)n Some*c)IEl None of: 

1 Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (POT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14) 0 Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 19(e) (to a provisional application). 

a) □ The translation of the foreign language provisional application has been received. 

15) 0 Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121. 
Attachment(s) 

1 ) S Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-41 3) Paper No(s), . 



2) O Notice of Draftsperson's Patent Drawing Review (PTO-948) 5) □ Notice of Infomial Patent Application (PTO-152) 

3) ^ Infomiation Disclosure Statement(s) (PTO-1449) Paper No(s) 5 . 6) □ Other: 



U.S. Patent and Trademark Office 
PTO-326 (Rev. 04-01) 



Office Action Summary 
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Art Unit: 1644 

DETAILED ACTION 



Election/Restrictions 

Applicant's election without traverse of Group I (claims 1-9 and 15-20) and the species 
(a) the specific antagonist of inhibitors of GPI-PLD, the specific cell type of mast cells, and the 
specific condition or disorder of seasonal allergies, in Paper No, 11, filed 7-29-02, is 
acknowledged. 

Claims 8-9 have been withdrawn from further consideration pursuant to 37 CFR 
1.142(b), as being drawn to a nonelected species, there being no allowable generic or linking 
claim. Applicant timely traversed the restriction (election) requirement in Paper No. 11. 

Claims 10-14 have been withdrawn from further consideration pursuant to 37 CFR 
1.142(b), as being drawn to a nonelected invention, there being no allowable generic or linking 
claim. Applicant timely traversed the restriction (election) requirement in Paper No. 11. 

Applicant is reminded that upon the cancellation of claims to a non-elected invention, the 
inventorship must be amended in compliance with 37 CFR 1.48(b) if one or more of the 
currently named inventors is no longer an inventor of at least one claim remaining in the 
application. Any amendment of inventorship must be accompanied by a request under 37 CFR 
1.48(b) and by the fee required under 37 CFR 1.1 7(i). 

Information Disclosure Statement 

The listing of references in the specification is not a proper information disclosure 
statement. 37 CFR 1. 98(b) requires a list of all patents, publications, or other information 
submitted for consideration by the Office, and MPEP § 609 A(l) states, "the list may not be 
incorporated into the specification but must be submitted in a separate paper." Therefore, unless 
the references have been cited by the examiner on form PTO-892, they have not been 
considered. 

Note: The IDS filed 12-27-00 (Paper No. 5) has been considered. 

Specification 

This application does not contain an abstract of the disclosure as required by 37 
CFR 1.72(b). An abstract on a separate sheet is required. 
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Claim Objections 

Claim 19 is objected to because of the following informalities: It appears that the word 
"comprising" in line 1 is spelled incorrectly. Appropriate correction is required. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

Claims 1-7 and 15 are rejected under 35 U.S.C. 102(b) as being anticipated by Huang et 
al. May 1995, (U.S. Patent No. 5,418,147). 

'147 teaches a method for making a composition comprising providing an effective 
amount of an IPG antagonist, specifically the elected species of an inhibitor of GPI-PLD 
comprising a monoclonal antibody generated against GPI-PLD , in a pharmaceutically 
acceptable excipient, (see entire patent, especially colunrn 11, lines 1-40 and columns 15-17). 
Therefore, the referenced teachings anticipate the claimed invention. 



Claim Rejections - 35 USC § 112 
The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Claims 16-20 are rejected under 35 U.S.C. 1 12, first paragraph, as containing subject 
matter which was not described in the specification in such a way as to enable one skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and/or use the 
invention. 

Factors to be considered in determining whether undue experimentation is required are 
summarized in In re Wands (S5S F2d 731, 737, 8 USPQ2d 1400, 1404 (Fed. Cir. 1988)). The 
factors most relevant to this rejection are the scope of the claim, unpredictability in the art, the 
amount of experimentation required, and the amount of direction or guidance presented. 

The instant claims are drawn to a method for inhibiting release of an IPG from a mast 
cell comprising exposing said cell to an IPG antagonist. The specification discloses that IPGs 
obtained fi-om the basophil cell hne RBL 2H3 cause the release of histamine from said cells (see 
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page 26) and that the enzyme GPI-PLD is involved in the release of IPG from the mast cell 
(page 11). The specification also teaches that said cells obtain their GPI-PLD from the culture 
serum, and that treating fetal bovine serum with alkaline severely depleted the serum's GPI- 
PLD activity on page 28. The specification also discloses on page 28 that cells grown in media 
containing fetal bovine serum that was treated with alkaline showed a decrease release of 
mediators. However it is noted, that the specification does not teach that said "mediators" 
include histamine or IPG. Nor does the specification disclose that the decrease release of said 
mediators is directly correlated to a decrease in GPI-PLD. Said decrease may correlate to a 
decreased health of cells grown in media with alkaline treated calf serum. That some cells 
exhibit poor growth without serum is demonstrated by column 16, lines 50-53 of U.S. Patent 
5,418,147, which teaches that cells exhibiting poor growth in serum free media were grown in 
media containing .5% serum. Further '147 teaches that the levels of secretion of FcERIa 
molecules from transfected cells expressing gpi- anchored FcERIa molecules (a substrate for 
GPI-PLD) were not effected by the presence or absence of serum in the media (see column 30, 
lines 30-38 and Example 1 1). Therefore, it would require undue experimentation for one of skill 
to predict which, if any, IPG antagonist would be effective in a method for inhibiting release of 
an IPG from a mast cell, a basophil or an eosinophil, comprising exposing said cell to an IPG 
antagonist without more guidance from the specification. 

In re Fisher, 1666 USPQ 19 24 (CCPA 1970) indicates that the more unpredictable an 
area is, the more specific enablement is necessary in order to satisfy the statute. Without such 
guidance, the IPG antagonists effective in the claimed method for inhibiting release of an IPG 
from a mast cell comprising exposing said cell to an IPG antagonist is unpredictable and the 
experimentation left to those skilled in the art is unnecessarily, and improperly extensive and 
undue. ScoAmgen, Inc. v. Chugai Pharmaceutical Co. Ltd,, 927 F.2d 1200, 18 USPQ2d 1016 
(Fed. Cir;i991) at 18 USPQ2d 1026-1027 md Ex parte Forman, 230 USPQ 546 (BPAI 1986). 
Therefore, there is no evidence of record to show that one skilled in the art would be able to 
practice the invention as claimed without an undue amount of experimentation. 

Conclusion 

No Claim is allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Amy M. DeCloux whose telephone number is 703 306-5821, 
The examiner can normally be reached on M-F 8:00-5:30. 

If attempts to reach the examiner by telephone are unsuccessfiil, the examiner's 
supervisor, Christina Chan can be reached on 703 308-3973. The fax phone numbers for the 
organization where this application or proceeding is assigned are 703 305-3014 for regular 
communications and 703 872-9307 for After Final communications. 
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Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the receptionist whose telephone number is 703 308-0196. 



Amy DeCloux, Ph.D. 
Patent Examiner, 
October 17, 2002 



Patrick J. Nolan, Ph.D. 
Primary Patent Examiner, 
Group 1640 



